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[57] $H 
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IftftJKi (7)> HfffKms (8), 
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1, jt-f^&W-^iA^"*, 

( 1 ) 35°C~45t:>i#jf]7j<.i#.|f; 

(2) mm^^mtm en # it*^****^, 

(3) iHjlMK (2) PH#L# 7.0-8.0; 

(4) ;fa>3Ui} 

(5) /Q^3M&&l$ft&; 

(6) SHFHflL^, 

(8)»&jL 

2> 1 ^^W>i#^^^, *#W/rii^ 

3> 1 ^«-^^^>i#^6^^^* ; 

&#&*%%m)tit J £% mm 0.5-1 .5:8.5-9.5. 

110-120'C , Btfil 25-35 
5, :fefc#J*£ 1 ^W^vi#^, 

*M*;SJ$$#Wls Jt4^i|IMl*WM$*^«yfr 1: 2000-1: 500, 

^tJrSitb^ 0.5-1.5:8.5-9.5, 
8, 6 W^fiHiMWL, *#&£-f f ^JT&#&tts# 
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m % 



^, ^^-f^t^^4 (HSV) *t 6 
Mftft, A$-^^A^E«^4 (CMV) 
^SJ#^#^^.^i|, HSV-II$JH!&£?ltl»&i£ 40 7?" 
A; ^ CMV £$A<#$lfe#-i& 50-80%, Ef^tt^A^ 30-50%* CMV 

^0.5%9^-f, Mj&#£#&^>jMt&. 

il-f ^SMt*W4./**4j ( l ) #&«^#&^M* 35 
°c-45"C>i#7KW; (2)> #^»^|#f (i) tfjtiHM**. 

^Jt-t-^^^SMf; (3), (2) PH 

7.0—8.0; (4X M±4tflzKJ-4^; (5), $ «fiitt;«; (7), 

&> (8), m&&. ^M^m}^m^-fm^ 

^'M#^.f^^fj|^J^t:*S^b^: 0.5-1.5:8.5-9.5, 



^Af^irffc«SMWl, 1000ml 
&#»MUg, te#]9g, lmol/L; 0.5g, 
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n is M2/im 



2„ 





oat 


10 it 








PH 


(%) 


(%) 


atwA ph (%) 


(%) SfrSflA 


& 7.5 


99.50 


103.40 


itfcaW 7.7 100.80 102.19 it 


(4700LX) 










40'C 7.5 


99.50 


103.40 


A&aW 7.3 99.50 102.79 JfcfcaHfl 


60'C 7.5 


99.50 


103.40 


it&aW 7.4 98.50 102.11 
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NaCl * 


NaCl 


NaCl ##*b 


(%) 


(%) 




*(%) (%) #04) *(%) 


(%) #(%) 


■ * 










102.60 


105.0 


0.47 


102.0 104.6 0.49 101.60 


104.7 0.49 


(4700LX) 










40'C 102.60 


105.0 


0.47 


102.0 104.6 0.49 100.94 


105.1 0.49 


60'C 102.60 


105.0 


0.47 


102.0 104.6 0.49 100.91 


104.8 0.49 
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* 






















UA 


❖ * 






UV 


* 




f 


PH 


252A 0L 


mgfail 


(%) 


PH 


252A41 


mg/mJ 


(%) 


1 


1.0 


0.526 


0.9948 


1.09 


0.9 


0.326 


0.3162 


60.28 


2 


1.9 


0.537 


1.0091 


1.06 


1.7 


0.508 


0.8401 


15.83 


3 


2.9 


0.535 


1.0080 


1.00 


2.8 


0.533 


0.9687 


3.78 


4 


4.0 


0.532 


0.9894 


0.90 


3.9 


0.533 


0.9989 


1.09 


5 


5.0 


0.530 


1.0043 


0.66 


4.8 


0.531 


1.0064 


1.01 


6 


5.9 


0.545 


1.0063 


0.49 


5.7 


0.546 


1.0075 


0.48 


7 


7.0 


0.546 


1.0010 


0.48 


6.8 


0.546 


1.0073 


0.49 
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8 


7.9 


0.531 


0.9997 


0.48 


7.6 


0.529 


1.0053 


0.49 


9 


9.0 


0.523 


0.9929 


0.93 


8.9 


0.528 


0.9235 


1.30 


10 


9.9 


0.510 


0.9811 


0.94 


9.8 


0.512 


0.9677 


1.38 


11 


11.0 


0.496 


0.9685 


0.92 


10.8 


0.492 


0.9584 


1.56 


12 


12.0 


0.450 


0.9615 


1.05 


. 11.7 


0,455 


0.9505 ... 


. 1,91 



*frifct» pH ^§it 8 i^tA#jk ^^»^to^>i^^ 
P H pH8.0 «T, pH -ffrffrf 7.0 

(lmg/ml) #jL#&^4Mfc4to.Mtf^ 5T^tT^t#& B Wi+4, is. 
0.5mg/ml jMUWhH.*. £#13 pH MT, ( 115 

°C, 30mm) *%&fri^tetii&kfHk> pH £ 6. 7.. 8 fltjWM^ 
fcaM^MMs^** HPLC 0.5%«<T. £ 

PH1-6 ^ PHI 1-12 HPLC ^*«&###rTPf , 

Jfcty*. £Utx£i£^ FH7.0-8.04Jj]. 

^M^tetf* GMP . ^TF^iL^^^^, -^gt 

(1) ifl^«^4f 

#0.5%#^ASiJae,^^t^^» 1 'Mtf, i±^##«u 0.45 

***** JLW,im JNWHfc. 

. (mg/ml) rmg/ml) ft-fefc- (%) (%)_ 

1 0.9921 ± 0.3171 - " 68.04 

2 0.9962 ± 0.3095 - 68.93 68 79 

3 0.9932 ± Q.3Q38 - 69.41 

(2) »|^f#; 



Jfl 5000MW &&»$ftftft, M«H^^>i^i?l^«xt 
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% bj 45 m/im 



***** ***** 

(mg/ml) ft4Mr (mg/ml) {*l4-* (%) 

1 0.9921 + 1.0036 - 0 

2 0.9962 + 0.9973 - 0 
-2 0.9932 ± LQ0i3 » 0 

itot^JiT», m$&^ftft4&#$&&frm&% 68.79%, 

#f^4Mn£x£t^M) 5000MW 

47> 48. 



47 115'C 30min ftffiiftfegjE. 







i: (mg/ml ) 




«* 






to* #|l 


1 


0.9921 


0.9838 




2 


0.9962 


0.9900 




3 


0.9932 


0,9931 






48 


12 rc 


20min 






t (mg/ml) 




** 




m& 




1 


0.9921 


0.9743 




2 


0.9962 


0.9932 




..,3,, 


0.9932 


0.9776 





^*4»>g, i$*tS&, iWtfW*.*^*^^^^, 



^^mmMm^xzKti: ph 7.0-8.0 ^i, $ sooomw m. 

faf&~kM4:7k, 115X3 30min*ff. 
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1 ) &*b$*. 1 3 9: 



A9 250ml:250mg 2jM^t%]^ 











•1 1 | <-C7 






awiA 




(%) 


(%) 


PH *,« 


(%) 


4 






105.18 


98.0 


7.4 - 


0.53 


5 






102.22 


99.1 


7.6 


0.51 


6 






103.97 


101.1 


7.5 - 


0.50 














2 ) 4^t^r 2 3 10: 










4.10 




100ml:50mRJM^h##|l 




















«W!A 




(%) 


(%) 


PH *.iff 


(%) 


7 




^ «■ 


102.25 


101.2 


7.6 - 


051 


8 






102.22 


99.8 


7.7 » 


0.51 


9 




#■ 


103.97 


102.3 


7.5 - 


0.50. 


















^mtk.mm^, xjikiu 12. 










4L11 




250ml ;250me 
























(%) 


(%) ft-** 


PH k.m 


t C\/ \ 
(%) 


10 




^ & 


102.39 


100.1 


7.6 - 




11 






99.27 


99.5 


7.5 - 




12 






99.35 


100.0 


7.7 


















&12 




100ml:50mg X*b^#^* 


















m 


aft&A 




(%) 


(%) f*J#* 


PH k.® 


(%) 


13 






98.66 


100.7 


7.7 


0.48 


14 






102.91 


99.6 


7.6 -- 


0.49 


15 






103.77 


101.8 


7.5 - 


0.48 



^^^f^iL^^Rlt**^, ^&-tj-&4 (C9H.3N5O4) * 
IMfc$>£##jHN$ 90.0—110.0%. 
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t&WOk -f»$ 1, 2, 3, 4, 5^W, 

2, 13, #f 14, 15^k#p°a, 

(»llt ) -fim$ 3, 5, 6, 9, 12, 18, 24 

P H pH 4IL 

i, 

^13, 14, 15S$$-&, ^40°C^i4»5^, Jii£^>«# 

^fWt, 
2, ^« 

^■f 13, 14, 15JMtb#&, £2 25^4^^ 5 <^M , Jii&&*tfif# 
^-fl-Mvt, 

>m^ ph m%m&$.^ 















tt-fr (/]) -f± ^ 






&t 


PH<f£ i 






(%) 




(%) 








98.66 


0.48 


100.7 


7.7 


&k 




100.33 


0.48 


99.8 


7.5 


- 


13 2 ;t»!fl&^ 


100.00 


0.48 


100.2 


7.5 




3 


100.21 


0.50 


101.2 


7.5 


- 




99.56 


0.50 


98.3 


7.5 


- 


6 ^fca^jft.* 


99.30 


0.50 


99.7 


7.6 


- 




102.91 


0.49 


99.6 


7.6 


- 


i 3t&?mm> 


101.08 


0.48 


100.2 


7.6 
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& w 4js ssmm 



14 


2 




100.99 


0.48 


100.0 


7.6 


&ft 




3 




10024 


0.48 


99.8 


7.6 






4 




99.00 


0.51 


99.9 


7.6 


4ft 




5 




99.36 


0.51 


100.2 


7.7 


4ft 




0 




103.79 


0.48 


101.8 


7.5 






1 




104.43 


0.54 


101.0 


7.5 


4ft 


15 


2 




101.04 


0.48 


99.7 


7.5 


4ft 




3 




101.31 


0.48 


99.5 


/.J 






5 




100.08 


0.51 


99.8 








6 




100.26 


0.52 


100.0 


7.4 






























m 








4* 












(%) 




(%) 








0 




98.66 


0.48 


100.7 


7.7 




009 


3 




100.71 


0.48 


99.5 


7.5 






5 




99.47 


0.49 


100.1 


7.5 


4ft 




6 




99.58 


0.50 


100.2 


7.6 


4-ft 




0 




102.91 


0.49 


99.6 


7.6 


4-& 


014 


3 




100.44 


0.48 


98.1 


7.6 


4-ft 




4 




100.27 


0.49 


100.1 


7.6 


4ft 




5 




100.01 


0.50 


100.2 


7.5 


4-ft 




0 




103.79 


0.48 


101.8 


7.5 


4-ft 


015 


3 




100.82 


0.48 


98.7 


7.5 


4ft 




5 




100.83 


0.49 


99.6 


7.5 


4-ft 




6 




100.50 


0.51 


100.3 


7.4 


4ft 



K &#&^&ft^&#&, $L#-(1): 250ml:250mg, 

tt-f 10; »(2): lOOmBOmg, #b-f 13; *^#^4*#J*$#fll& 
*}^#; ^>J* (H) fc, ftfe (2) jMfcrtli: (L) 

2, XtflRA: 
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n m 4s &8/11K 



3* JfcjH 24 X, 22O~350g, &#Mb#E#*f 

#F&£3^^t'^&&. tbM&fetf.^: 19-001 0, toft, 
»t-~$^i&> ^ttSilH8lC, ;fe*ft&£ 60-70%. 

=.v 

J*. jt-fr^^M^ii^-St lmg/ml> 0.5mg/ml i#tf& 2 >N&&#J4$R; 
S^Mxfmafrfa&xfrim.. WEISejH-, ^Wll^'l^iMt 0.5ml/ 



2 m, ikmitim 












0 




1 




2 




3 




4 





K 4fc2>M>]i*&. 0.9%IUfc 

WR^ta^ 14 A> #, 21 A«^«^JU^> 

^Ma«i#^Hla^$ 14 >^j£f, #jy>Mf-* 



' —mH^i^Sfg:'^ t n r "I i- 
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kimm^m, j*jLm&\&, %-K%%stt, #o&, 
mk%Q&, -Rtowm&jm**., % \ *± % 21 3 

&#, 2 Wftg&tyfct; M 21 i>i4tJ- 0.5~0.8ml Bt 

U %iKm: M.#fe*$jmm&, »(1): 250ml:250mg^ 
•f 10; MiM2): 100ml:50mg, ifc-f 13; ^^^■MA.M^tf'^S] 

m\ mi^d) #$#j± (h) &, » (2) (D & : 

2, *tJ&4&: 

3> 2%^j^|^4j|- 

*^6fc&.*?teH£#jfa. 20ml, it^^ittiB^^^^*S.+ , 
fiMr*f##£, ^MWA^ 0 10 0.9% 

#&4^p*ife&2-3*., £J^jhfc#JUkfc#jfc.. 

12 ^T4S&^t'^UUBA2%^^£ 1 t^0.9%ll'ft 
^iMtfc, t 37X1 30 4Ht, $J&^i»A*|SJ**[S] 



02115931.9 



ttt m U *10/11K 



1-5 f f ^'J;faA lmg/ml 0.5ml, 0.4ml, 0.3ml, 0.2ml, 
0.1ml H IE, 6 -ffioA 0.9%IW^>i#^ 2.5ml #^MMlf> 
7 -t <f ^A^7]C2.5mJ , 8-12 -^f^<J;fa A 0.5ml, 0,4ml, 

0.3ml, 0.2ml, 0.1ml L tf&f 5ml, 

£M,&Wft«L, 1-6 ■fffr 8-12 Jj&^itfeife^, 

14.1. 

— S£± 1 2 3 4 5 6 7 8 9 10 11 17. 

2%fcfcflfc& 2.5 2.5 2.5 2,5 2.5 2.5 2.5 2.5 2.5 2.5 2 5 ? 5 

*i$0.9%JMbtt 2.0 2.1 2.2 2.3 2.4 2.5 0 2.0 2.1 2.2 2.3 2.4 

&4JM<.(ml) 000 000 2.5 00000 

(ml) 0.5 0.4 0.3 0.2 0.1 0 0 0.5 0.4 0.3 0.2 0.1 

0.25h + 

i£ 0.5h + 

J««- 0.75b + 

'ft 1.0h + 

i)L 2.0h + -.... 

3.0h + 

4.0h + 

>±: XfeA "+" feM 

lmg/ml, 0.5mg/ml 0.5ml £ 4 

'W m^m^f- . 0 .3mi >±#& ( $ 3 <t , 
* 10 f ) £ 2 'hBtFtj^x«T^^ii^^;ik 0 m^^mm^n 
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tt m 45 jsii/nm 




1> 250mg:250ml, 

10; j»(2): 50mg.i00rnl, ^ 13; &^4$-%£MM%i5flJ&> 

jftHftfttMl ) (H) iS., MM- (2) #«jf (L) 

4R; 



*.Jf6£&, 2.5~2.7kg, *^«H.f#fft» 
^#t'^iW, 19-009, 

£$br^l5~18°C, SEA 60-70% o 

Wi&5&$7, #&4^, ^^^#1* (h) m^mn 

( L)&. jt-^^IL^Ji^. 0.9% 
i£#fM*ft# lOml/X; ^WMitA, 
2ml/min. — 8— ifc, a^teJW*]# 5 A, %Qf&%)i$fa&MfeM& 1 



